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510(k) SUMMARY 

DEVICE NAME: AZOGJnc. One-Step Urine Pregnancy Test (Device or 
Cassette). 

APPLICANT NAME: AZOG, Inc. 
1011 US HWY 22 WEST 
PHILLIPSBURG, NJ 08865 

CONTACT: AZUBUIKE OGALA 
Tel.: (908) 213-2900 
Fax: (908) 213-2901 

INTENDED USE: 

The AZOG hCG One-Step (Urine) Pregnancy Test (Device or Cassette) is a 
rapid chromatographic immunoassay for the qualitative detection of human 
chorionic gonadotropin (hCG) in urine to aid in the early detection of 
pregnancy. 

DESCRIPTION OF THE DEVICE 

The AZOG hCG One-Step Pregnancy Test (Urine) is a rapid chromatographic 
immunoassay for the qualitative detection of human chorionic gonadotropin 
(hCG) in urine to aid in the early detection of pregnancy. The test utilizes a 
combination of antibodies including a monoclonal hCG antibody to selectively 
detect elevated levels of hCG. The assay is conducted by adding urine into the 
sample well of the device and observing the formation of colored lines. The 
specimen migrates via capillary action along the membrane to react with the 
colored conjugate. 

Positive specimens react with the specific antibody-hCG-colored conjugate to 
form a colored line at the test line region of the membrane. Absence of this 
colored line suggests a negative result. To serve as a procedural control, a 
colored line will always appear at the control line region if the test has been 
performed properly. 

-1 40 L AZQG, Inc. hCG One-Step Urine Pregnancy Test (Device or Cassette) 



DATA TO SUPPORT SUBSTANTlAL EQUIVALENCE: 

14ssay PrecieionlTokraoce 

An cvalution of AZOG, k- hCG Om-Step Urine Pregnancy Test ( D e v k  or 
Cassette) was conduc~ed using a panel of 3 coded specimens- The proficicncy 
~pmel contained negative, low psitive snd high positiw specimens. Two 
Idiff'erent ojxmxtors tested each level in replicates of five over a period of three 
IdaYS. 

'No diffmnces were observed within run ( 5  repkates), between runs (three 
different assay days), or be- operdors (two opaators). 

Combdun 

A total of 150 Urine q x c k n ~  were 'teded ~ s h g  I.k MOQ, hc. hCG &I& 

Stepurine Pregnancy Test (Device or Cassetre). When these msults were 
compared to resutts obtained from a similar device, the remh demonstrated 
1oQo/o o v d t  agreement (far an accuracy of grester tbcm or qual to 99%) of the 
MOG, I=, hCG Orme-Step Urine R-egnarssy Test (Device or Caswtte). 

The MOG, Inc. hC0 One-Step Urine Pregnancy Test (Device or Cassette) 
detects hCG at 25 mIU/mL or greater. The test has been standard-d t~ the 
W.H.O. Third Internationel Standard. The addirion of LH (1000 mlU/mL), FSH 
(1000 dU/mL) and TSH (loo0 fiU/mL) to =@?he (0 mlU/ml, hCG) and 
positive (25 tnTU/mL. hCO) specimens showed no cross-reactivity. 

- 

Jbterferencc S tudy 

None of the potentially interking substances tested interfered in the U O G .  
1 s .  hCG OnoStep Urine Pregnancy Test (Devhre or W e )  axsay- 
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DEPARTMENT OF HEALTH k HUMART SERVICES 

- ~ -  ---____-~-  - 
Food and Oruq Administration 
2098 Gaither Road 
Rockvrlle MD 20850 

Mr. Azubuike Ogala NOW 1 2001 
PresidentN.P., Research & Development 
Azog Incorporated 
1011 US HWY 22 
Phillipsburg, NJ 08865 

Re: k02268 1 
Trademevice Name: ACG One-Step Urine Pregnancy Test 
Regulation Number: 2 1 CFR 862.1 155 
Regulation Name: Human chorionic gonadotropin (HCG) test system 
Regulatory Class: Class I1 
Product Code: DHA 
Dated: August 1,2002 
Received: August 12,2002 

Dear Mr. Ogala: 

We have reviewed your Section 5 10(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 
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This letter .will allow you to begin marketing your device as described in your 5 lo&) premxket 
notification. The FDA finding of substantial equivalence of your device to a legally marketed 
predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and 
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device, 
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation 
entitled, "Misbranding by reference to preniarket notification" (2 I CFR 807.97). Other general 
information on your responsibilities under the Act may be obtained froni the Division of Small 
Manufacturers IInternational and Consumer Assistance at its toll-free nuniber (800) 638-204 L or 
(30 1 ) 44 3 -6 5 97 or at its internet address "http ://www. fda gov/cdrWdsmd&maniain .htmI " . 

Siricerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Division of Clinical Laboratory-Ilevices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 



rrcscrip tion Use- J 
( P e r  '?. 1 CFR. RG 1.109) 
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(Optional Format 1-2-96) 


